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- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
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Please find below and/or attached an Office communication concerning this application or 
proceeding. 



Commissioner for Patents 

Requirement for information under 37 CFR 1.105. 

1. Applicant and the assignee of this application are required under 37 CFR 1.105 to provide the following information that the 
examiner has determined is reasonably necessary to the examination of this application. 

2. As evidenced by the abstract cited in a rejection under 35 USC 103 in the attached Office action (Kocagoz, T. and Koksalen, K., 
Abstracts of the General Meeting of the American Society for Microbiology 101:205 [May 20-24, 2001]), Applicants made an oral 
presentation describing a method and product that suggest the claimed invention at a scientific meeting more than 1 year before the 
effective filing date of the instant application. As discussed in MPEP 2128.01, written copies of such presentations may constitute 
"printed publications" qualifying as prior art if disseminated without restriction, and publically displayed documents can similarly 
constitute prior art if they have been made "publically accessible" at an event such as a scientific meeting. 

3. Accordingly, in response to this requirement, please provide answers to each of the following interrogatories eliciting factual 
information, and provide copies of the materials requested in accordance with the instructions noted below: 

a. Were any written copies of the presentation noted above disseminated without restriction? If replying in the affirmative to this 
interrogatory, please also provide a copy of the material distributed. 

b. What documents were publically displayed at the Meeting referenced above (i.e., please provide a copy of any publically 
displayed materials)? Additionally, please provide a description of the manner and duration of the display sufficient to allow the 
examiner to determine whether the materials were publically accessible. 

4. This information is being required because it is necessary for the examiner to review any materials as noted in 3 a) or b), above, in 
order to determine whether those materials constitute prior art under 35 USC 102(b) that must be applied against applicants' claims, 
and because it is not possible for the examiner to independently determine what materials may have been provided and/or displayed, 
and in what manner. 

5. The fee and certification requirements of 37 CFR 1.97 are waived for those documents submitted in reply to this requirement. This 
waiver extends only to those documents within the scope of this requirement under 37 CFR 1.105 that are included in the applicant's 
first complete communication responding to this requirement. Any supplemental replies subsequent to the first communication 
responding to this requirement and any information disclosures beyond the scope of this requirement under 37 CFR 1.105 are subject 
to the fee and certification requirements of 37 CFR 1.97. 

6. The applicant is reminded that the reply to this requirement must be made with candor and good faith under 37 CFR 1 .56. Where 
the applicant does not have or cannot readily obtain an item of required information, a statement that the item is unknown or cannot be 
readily obtained may be accepted as a complete reply to the requirement for that item. 

7. This requirement is an attachment of the enclosed Office action. A complete reply to the enclosed Office action must include a 
complete reply to this requirement. The time period for reply to this requirement coincides with the time period for reply to the 
enclosed Office action. 



/Diana B. Johannsen/ 
Primary Examiner, Art Unit 1634 
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DETAILED ACTION 

1 . This application is a 371 of PCT/TR03/00082, filed September 26, 2003. The 
international search report and international preliminary examination report for the PCT 
application are present in the instant application file and have been considered by the 
examiner. It is noted that a translation of the foreign priority document (Turkish 
application 2002 02252, filed September 26, 2002) has not been provided. 

Election/Restrictions 

2. Applicant's election with traverse of Group II, claims 8-14, in the reply filed on 
August 1, 2008 is acknowledged. The traversal is on the ground(s) that "the burden on 
the Patent Office to examine both groups of claim together is less than the burden on 
Applicants to prosecute the groups of claims separately." This is not found persuasive 
because the instant application is a 371 application in which restriction was required 
under 35 USC 121 and 372 because Groups l-ll lack unity of invention under PCT Rule 
13.2 and thus do not relate to a single general inventive concept under PCT Rule 13.1. 
Search burden is not one of the criteria considered with respect to restriction of a 371 
application (and further, to the extent that search burden might be relevant in the 
present case, applicants have not provided any reasons why an undue burden is 
believed to be lacking). Unity of invention is lacking for the reasons given in the 
requirement of July 1 , 2008, and applicant's remarks do not traverse the lack of unity or 
otherwise address the actual basis of the restriction. Accordingly, applicants' 
arguments are not persuasive. 

The requirement is still deemed proper and is therefore made FINAL. 
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3. Claims 1-7 are withdrawn from further consideration pursuant to 37 CFR 

1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on August 1, 2008. 

Information Disclosure Statement 

4. The information disclosure statement filed March 18, 2005 fails to comply with 37 
CFR 1.98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. It is noted that the Brunello 
et al reference has been indicated as having been considered because the reference 
was previously cited by the examiner. However, the references WO 01/31061 A and 
Philipp et al have not been considered because copies of the references were required 
but not provided, it is noted that the Form PCT/DO/EO/903 mailed to applicant on May 
27, 2008 did not indicate that the cited references were present in the application file 
(see MPEP 609.03). 

Drawings 

5. The drawings are objected to because the text of each of Figures 1 -2 is blurry 
and not sufficiently clear for printing purposes. Corrected drawing sheets in compliance 
with 37 CFR 1 .121(d) are required in reply to the Office action to avoid abandonment of 
the application. Any amended replacement drawing sheet should include all of the 
figures appearing on the immediate prior version of the sheet, even if only one figure is 
being amended. The figure or figure number of an amended drawing should not be 
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labeled as "amended." If a drawing figure is to be canceled, the appropriate figure must 
be removed from the replacement sheet, and where necessary, the remaining figures 
must be renumbered and appropriate changes made to the brief description of the 
several views of the drawings for consistency. Additional replacement sheets may be 
necessary to show the renumbering of the remaining figures. Each drawing sheet 
submitted after the filing date of an application must be labeled in the top margin as 
either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121 (d). If the 
changes are not accepted by the examiner, the applicant will be notified and informed of 
any required corrective action in the next Office action. The objection to the drawings 
will not be held in abeyance. 

Specification 

6. The substitute specification filed August 30, 2005 has not been entered because 
it does not conform to 37 CFR 1 .125(b) and (c) because: the marked up specification 
does not show all changes relative to the previous version of the specification (see 
MPEP 714). In particular, it is noted that the specification was amended March 18, 
2005 to add a cross reference section which is not present in the specification filed 
August 30, 2005 (i.e., the cross reference has been deleted without appropriate 
markings). Accordingly, a new substitute specification correctly illustrating all 
changes is required. Applicant is also reminded that the specification was 
amended on April 11, 2008 to add SEQ ID NOs on page 5, and that this 
amendment has been entered. 
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A substitute specification must not contain new matter. The substitute 
specification must be submitted with markings showing all the changes relative to the 
immediate prior version of the specification of record. The text of any added subject 
matter must be shown by underlining the added text. The text of any deleted matter 
must be shown by strike-through except that double brackets placed before and after 
the deleted characters may be used to show deletion of five or fewer consecutive 
characters. The text of any deleted subject matter must be shown by being placed 
within double brackets if strike-through cannot be easily perceived. An accompanying 
clean version (without markings) and a statement that the substitute specification 
contains no new matter must also be supplied. Numbering the paragraphs of the 
specification of record is not considered a change that must be shown. 

Claim Rejections - 35 USC § 112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claims 9-14 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 9-13 are indefinite because it is not clear how the method steps of 
independent claim 9 relate to each other and to the objective of producing "the 
molecular size marker of claim 8." For example, the language of the claim does not 
make clear what is being amplified in step b) (i.e., is this step actually performed on the 
DNA of step a)?), what is being cloned in step d) (i.e., the amplification products of step 
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c, or something else?). Further, the language of the claim does not make clear how the 
restriction digestion of step f) relates to or results in the production of a marker. 
Accordingly, the language of claim 9 should be amended to clarify how the various 
steps relate to one another and result in production of the recited "molecular size 
marker." 

Claim 14 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps. See MPEP § 2172.01. The omitted steps are: a step or steps indicating how 
the stated objective of "determining the size of restriction fragments." The claim as 
presently written is drawn to a "method" but only recites a product, without giving any 
indication as to how the product is actually employed, and how the required 
"determining" is accomplished. Accordingly, clarification is required. 

Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
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not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

1 1 . Claims 8-14 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kocagoz et al (Abstracts of the General Meeting of the American Society for 
Microbiology 101 :205 [May 2001]) in view of Brunello et al (Journal of Clinical 
Microbiology 39(8):2799-2806 [Aug 2001]). 

Kocagoz et al disclose a method for producing a "molecular weight marker that 
facilitates rapid identification of mycobacteria to species level by restriction fragment 
length polymorphism analysis of hsp65 gene" (see title and entire abstract). The 
method disclosed by Kocagoz et al comprises steps of selecting "mycobacterial species 
that produced distinct restriction fragments," amplifying "their hsp65 by PCR," cloning 
the amplification products into a vector, purifying the resulting plasmids, and digesting 
with BstEII and Haelll the "amplified hsp65 from clones belonging to various selected 
species of mycobacteria" to produce "molecular weight markers with all possible 
fragments exactly matching the ones that can be obtained" during methods of PCR and 
restriction enzyme analysis (PRA) of hsp65 that are used for mycobacterial species 
detection (see entire abstract). Thus, Kocagoz et al suggest all of the steps of instant 
claim 9, as well as the use of the enzyme of dependent claim 13 (Haelll), but do not 
teach the particular fragment sizes of claims 8 or 1 0, the mycobacterial species of claim 
1 1 , or the primers of claim 1 2. 
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Like Kocagoz et al, Brunello et al disclose PRA of hsp65 to achieve detection of 
mycobacterial species (see entire reference). Brunello et al disclose the use in their 
methods of the primer pair recited in applicants' claim 12 (see description of "PCRfor 
PRA" at page 2799, right column-2800, left column). Brunello et al disclose PCR 
amplification using this primer pair and subsequent Haelll digestion in typing a variety of 
different mycobacteriae, including species that produce fragments either identical in size 
or no more than 1 nucleotide different in size as compared to the list of fragment sizes 
of claims 8 and 12 (see Tables 2 and 3). Brunello et al teach that fragments analyzed 
during PRA of hsp65 exhibit different lengths depending on the type of method used in 
measuring the fragments (e.g., agarose vs. polyacrylamide electrophoresis); for 
example, Brunello et al report groups of fragments that exhibit differences of 5 base 
pairs and groups that exhibit differences of 10 base pairs, etc. (see, e.g., pages 2801- 
2803). Accordingly, given that applicants' claims broadly encompass any possible 
method of measuring fragment sizes, the fragment sizes taught by Brunello et al meet 
the requirements of the claims. It is further noted that Brunello et al disclose all the 
species of claim 1 1 with the exception of M. gallinarum, and that claim 1 1 requires only 
one of the species recited in the claim. 

In view of the teachings of Brunello et al, it would have been prima facie obvious 
to one of ordinary skill in the art at the time the invention was made to have modified the 
method of Kocagoz et al so as to have employed any of the species taught by Brunello 
et al (which species include several of those of claim 1 1 ), and thereby to have produced 
a DNA molecular size marker meeting the requirements of claim 8 (and 10). Kocagoz 
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et al teach that they analyzed 33 different mycobacterial species and selected species 
that "produced distinct restriction fragments" for use as markers. Accordingly, the 
teachings of Kocagoz et al would have motivated one of ordinary skill to have selected 
any such species from those of Brunello et al to similarly achieve the predictable result 
of producing such a marker. As a subset of the markers produced in this manner would 
comprise fragments of the sizes set forth in claims 8 and 10, the combined teachings of 
Kocagoz et al and Brunello et al suggest the claimed invention. 

With further regard to claim 12, it would also have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made to have modified the 
method of Kocagoz et al so as to have employed the particular primers taught by 
Brunello et al. As Brunello et al disclose that these primers may be used successfully in 
the PRA analysis of numerous mycobacteria species, an ordinary artisan would have 
been motivated to have made such a modification for the advantage of and to achieve 
the predictable result of successfully amplifying the mycobacterial nucleic acids required 
to produce the markers suggested by Kocagoz et al in view of Brunello et al. 

Finally, with regard to claim 14, it is noted that the claim as presently written 
appears to only require the product of claim 8, which product is suggested by Kocagoz 
et al in view of Brunello et al for the reasons given above. However, to the extent that 
the claim may in fact be drawn to a method that requires steps to achieve determining 
the sizes of Haelll fragments during electrophoretic analysis of hsp65 by PCR-REA, as 
Kocagoz et al teach that their markers were designed for use in such methods, the 
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combined teachings of Kocagoz et al and Brunello et al specifically suggest such an 
invention. 

Conclusion 

12. This Office action has an attached requirement for information under 37 CFR 
1 .105. A complete reply to this Office action must include a complete reply to the 
attached requirement for information. The time period for reply to the attached 
requirement coincides with the time period for reply to this Office action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diana B. Johannsen whose telephone number is 
571/272-0744. The examiner can normally be reached on Monday and Thursday, 7:30 
am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached at 571/272-0735. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Diana B. Johannsen/ Diana B. Johannsen 

Primary Examiner, Art Unit 1634 Primary Examiner 

Art Unit 1634 



/Ram R. Shukla/ 

Supervisory Patent Examiner, Art Unit 1634 



